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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group I, claims 1-41 in the reply filed on 
1-22-07 is acknowledged. 

Claims 42-70 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 1-22-07. 

Claims 1-41 are under consideration. 

Specification 

The status of the applications throughout the specification will need to be 
updated upon being allowed, e.g. pg 43, line 24. 
"Figure b" on pg 43, line 23, does not exist. 

"The present invention provides a novel isolated nucleic acid molecule of 
approximately 195 kb of the chicken genome, and truncated variants thereof, 
comprising a region of about 135 kb that is 5' upstream, and an approximately 45 kb 
region that is 3' downstream, of the ovalbumin-encoding region of the gene locus" (pg 5, 
lines 5-9). 

BAC 120 is nucleotides 1-157354 of SEQ ID NO: 1. BAC 77 is 157355-195102 
of SEQ ID NO: 1. The nucleic acid sequence of the chicken genomic region SEQ ID 
NO: 1 is shown in Fig. 1 (pg 20, lines 13-27). Thus, it appears that SEQ ID NO: 1 
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encodes BAC vector as well as the entire genomic sequence of the ovalbumin gene and 
matrix attachment regions. 

cDNA encoding an immunoglobulin or luciferase was inserted into -195 kb 
ovalbumin BAC (pg 43, lines 12-21; pg 44, lines 7-14). 

Claim Rejections - 35 USC § 112 
Indefiniteness 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-41 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1-3 and 27-28 are indefinite because the structural features that define 
chicken matrix attachment regions (MAR) vary and are not defined in the specification 
or known in the art. Pg 3, lines 20, states, "[although MAR nucleic acid sequences are 
conserved, little cross-hybridization is seen, indicating significant overall sequence 
variation." In addition, a MAR from one species can interact with other species (lines 
22-30). Therefore, it cannot be determined when a sequence is a MAR, specifically a 
chicken MAR. The specification states individual cis-transcriptional regulatory elements 
associated with the chicken ovalbumin gene have been isolated together (pg 4, lines 
11-13). However, those of skill cannot determine whether fragments known in the art 
comprised an ovalbumin promoter and a MAR. For example, Woo (1978 cited below) 
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taught 1 .8, 2.4 and 9.5 kb fragments of the ovalbumin gene; however, those of skill 
could not reasonably establish whether the fragments comprise MAR. Accordingly, 
those of skill could not reasonably know when a sequence comprised a MAR, 
specifically when an ovalbumin gene fragment comprising the ovalbumin promoter also 
comprised a chicken MAR as claimed. 

Claim 10 is indefinite because it is unclear if the claim encompasses variants of 
the "at least 103 kb of SEQ ID NO: 1" or if the claim is limited to a nucleic acid that is 
truncation of SEQ ID NO: 1 that comprises at least 103 kb. The phrase "truncated 
variant" makes the claim unclear. 

Claim 1 1 is indefinite because it is unclear if the claim encompasses variants of 
the fragments of SEQ ID NO: 1 or if the claim is limited to a nucleic acid that is a 
truncation of SEQ ID NO: 1 that consists of about position 41000, 56000, 58350, 76200 
or 80000 to about 191500, 187000, 164500, 157600, 157100, 15200 or 145500 of SEQ 
ID NO: 1 . The phrase "truncated variant" makes the claim unclear. 

Likewise, claims 12-22 are indefinite because "truncated variant" makes the 
claims unclear. 

The phrase "A vector inserted therein" in claim 23 and 34 does not make sense. 

Claim 25 should refer to "the nucleic acid molecule according to claim 1." 

Claim 27 is indefinite because the phrase "independently capable of hybridizing 
under high stringency conditions to the nucleic acid sequence according to SEQ ID NO: 
1" is unclear. The metes and bounds of "independently capable" are unclear. It cannot 
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be determine whether the sequence of claim 1 or fragments of the sequence of claim 1 
must hybridize to SEQ ID NO: 1. 

Likewise, claim 28 is indefinite because "independently capable" is unclear. The 
claim does not clearly set forth the structure of the nucleic acid sequence or the 
functional fragment of the sequence of claim 1 that must hybridize to SEQ ID NO: 1 . 

The metes and bounds of a heterologous nucleic acid sequence in claim 29 are 
unclear. It cannot be determined when a nucleic acid is heterologous as claimed. For 
example, SEQ ID NO: 1 comprises numerous fragments that are heterologous to the 
ovalbumin promoter, but it cannot be determined if these fragments are included or 
excluded from the claim. 

The metes and bounds of an endogenous nucleic acid sequence in claim 30 are 
similarly unclear. It cannot be determined when a nucleic acid is endogenous as 
claimed, i.e. to a chicken, to the ovalbumin gene, to SEQ ID NO: 1 ; therefore, the scope 
of the claim cannot be determined. 

The metes and bounds of what applicants consider "tissue-specific expression" 
cannot be determined in claim 31. The phrase does not have an art-accepted meaning 
and is not defined in the specification. 

The use of a "second heterologous sequence" in claim 33 does not make sense 
because the nucleic acid sequence does not have a first heterologous sequence and 
because "heterologous" is relative. It cannot be determined when a nucleic acid is 
heterologous as claimed. 
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The metes and bounds of when a "sequence encodes a polypeptide having a 
codon complement optimized for protein expression" in claim 37 cannot be determined. 
It cannot be determined what is being optimized or what is optimal. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 



The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

The 195,102 bp of SEQ ID NO: 1 cannot be reasonably searched because of its 
large size. In fact, the smallest sequence claimed is a 65,000 bp fragment in claim 1 1 
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(from about position 80,000 to about 145,500), which also cannot be reasonably 
searched because of its large size. Accordingly, the art rejections are based on 
searches of fragments of SEQ ID NO: 1 and what was known in the art at the time of 
filing. 

Claims 1-4, 23, 24, 26-31, 34-37 and 40 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Woo (PNAS, Aug. 1978, Vol. 75, No. 8, pg 3688-3692). 

Woo taught cloning a 2.4, 1.8 and 9.5 kb fragment of the chicken ovalbumin gene 
using bacterial artificial chromosome vectors (pg 3688, col. 2, Bacteria and phages; pg 
3689, col. 2, "Cloning of 2.4 kb ovalbumin DNA fragment"; pg 3690, col. 2, first line of 
"Biological characterization of "insert sequences"). The 2.4 and 1 .8 kb fragments are 
comprised of about 0.45 and 0.30 kb of structural ovalbumin gene sequences and 1 .95 
and 1 .50 kb of intervening sequences (pg 3690, col. 2, second line of "Biological 
characterization of "insert sequences"). "Expression of the intervening sequences is 
induced by steroid hormones in a coordinate manner with the structural ovalbumin gene 
sequences" (pg 3691, col. 1, last sentence of first partial paragraph). 

The structure of matrix attachment regions (MAR) varies, and the Patent office 
does not have the ability to determine whether the nucleic acid sequence described by 
Schreiber comprises MAR. Accordingly, without evidence to the contrary, the sequence 
disclosed by Schreiber comprises at least two avian matrix attachment regions (MAR) 
because it comprises the 5' and 3' non-coding regions of the ovalbumin gene. In 
addition, one of the artificial chromosomes (BAC) comprising the ovalbumin gene has a 
MAR and the ovalbumin promoter as in claims 23 and 24. The sequence is 
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"recombinant" as in claim 26 because it was processed in vitro. The MAR and promoter 
in the sequence of Schreiber would hybridize to portions of SEQ ID NO: 1 as in claims 
27 and 28. Claim 29 is included because the metes and bounds of "heterologous 
nucleic acid sequence" cannot be determined. Claim 30 is included because the 
endogenous coding region of ovalbumin is linked to the ovalbumin promoter. Claim 31 
is included because the ovalbumin promoter within the sequence of Schreiber has the 
same structure and, therefore, is "capable of tissue-specific transcription" as claimed. 
Claim 37 is included because the metes and bounds of "a codon complement optimized 
for protein expression in an avian" are unclear. 

Claims 1-4, 23, 24, 26-31, 34-37 and 40 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Woo (Biochem., 1981, Vol. 20, pg 6437-6446). 

Woo taught the complete nucleotide sequence of the chicken ovalbumin gene is 
7564 bp (first 4 lines of abstract). The sequence was compiled after sequencing of 
numerous plasmids comprising various segments (paragraph bridging pg 6437-6446; 
pg 6438, Structure and sequencing of the complete gene). The structure of matrix 
attachment regions (MAR) varies, and the Patent office does not have the ability to 
determine whether the nucleic acid sequence described by Woo comprises sequences 
that function as MAR. Accordingly, without evidence to the contrary, the sequence 
disclosed by Woo comprises at least two avian matrix attachment regions (MAR) 
because it comprises the 5' and 3' non-coding regions of the ovalbumin gene. In 
addition, one of the plasmids comprising a fragment of the ovalbumin gene (pg 6438, 
"Structure and sequencing...") has a MAR and the ovalbumin promoter as in claims 23 
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and 24. The sequence is "recombinant" as in claim 26 because it was processed in 
vitro. The MAR and promoter in the sequence of Woo would hybridize to portions of 
SEQ ID NO: 1 as in claims 27 and 28. Claim 29 is included because the metes and 
bounds of "heterologous nucleic acid sequence" cannot be determined. Claim 30 is 
included because the endogenous coding region of ovalbumin is linked to the ovalbumin 
promoter. Claim 31 is included because the ovalbumin promoter within the sequence of 
Woo has the same structure and, therefore, is "capable of tissue-specific transcription" 
as claimed. Claim 37 is included because the metes and bounds of "a codon 
complement optimized for protein expression in an avian" are unclear. 

Claims 1-7, 23, 24, 26-31, 34-37 and 40 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Schreiber (AC1 59826, submitted 2001). 

Schreiber taught a BAC clone CH261-57J20, Accession Number: AC1 59826. 
The sequence was 207137 bp in length. Without evidence to the contrary, the 
sequence disclosed by Schreiber comprises SEQ ID NO: 1 . The structure of matrix 
attachment regions (MAR) varies, and the Patent office does not have the ability to 
determine whether the nucleic acid sequence described by Schreiber comprises MAR. 
Accordingly, without evidence to the contrary, the sequence disclosed by Schreiber 
comprises at least two avian matrix attachment regions (MAR) because it comprises the 
5' and 3' non-coding regions of the ovalbumin gene. In addition, one of the artificial 
chromosomes (BAC) comprising the ovalbumin gene has a MAR and the ovalbumin 
promoter as in claims 23 and 24. The sequence is "recombinant" as in claim 26 
because it was processed in vitro. The MAR and promoter in the sequence of 
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Schreiber would hybridize to portions of SEQ ID NO: 1 as in claims 27 and 28. Claim 
29 is included because the metes and bounds of "heterologous nucleic acid sequence" 
cannot be determined. Claim 30 is included because the endogenous coding region of 
ovalbumin is linked to the ovalbumin promoter. Claim 31 is included because the 
ovalbumin promoter within the sequence of Schreiber has the same structure and, 
therefore, is "capable of tissue-specific transcription" as claimed. Claim 37 is included 
because the metes and bounds of "a codon complement optimized for protein 
expression in an avian" are unclear. 

Conclusion 

No claim is allowed. 



Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Wilson who can normally be reached at the 
office on Monday, Tuesday, Thursday and Friday from 9:30 am to 6:00 pm at 571-272- 
0738. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571 ) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 
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If attempts to reach the examiner are unsuccessful, the examiner's supervisor, 
Peter Paras, can be reached on 571-272-4517. 

The official fax number for this Group is (571 ) 273-8300. 
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